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Status 
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DETAILED ACTION 

This is the third Office Action based on the 10/798,621 application filed on 3/10/2004. 
Claims 1-7, 9-10, 16-19, 24, 27-29, 32, 56, and 58-65, as amended on 11/25/2008, are 
currently pending and have been considered below. 

Response to Amendment 

1 . The double patenting warning has been withdrawn in view of the amendments 
made by the Applicant to co-pending application 10/798,618. 

Claim Rejections - 35 USC § 103 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

3. Claim 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No. 6,398,755 to Belef et al. in view of US 2002/0007190 to Wulfman et al. or in 
view of U.S. Patent No. 6,565,588 to Clement et al. 

Belef teaches an interventional catheter assembly (4) comprising: an operating 
head (32) coupled to a drive shaft and a drive assembly (22) for rotation and a catheter 
system mounted for axial translation at a proximal end with a control pod (6) and 
communicating at a distal end with the operating head; and a control pod housing 
operational components for selectably rotating the operating head. 
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Belef fails to teach wherein the operating head is adjustable between two 
different operating diameters and a selection switch that allows an operator to select 
between two different operating head diameters. 

Wulfman and Clement teach catheter assemblies that have adjustable diameters. 
Further, Wulfman teaches a sliding actuator in communication with the drive system. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to modify the catheter assembly of Belef with the adjustable diameter switch 
of Wulfman or Clement to facilitate translation and navigation of the device through 
various lumens (abstract of both Wulfman and Clement). 

Belef teaches a safety shut-off system, but fails to specifically disclose circuitry 
for inactivating power when the level of current exceeds a predetermined value. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to modify the catheter assembly of Belef with such control circuitry, as similar 
shut-off systems to increase patient safety are well-known in the art, (see U.S. Patent 
No. 5,540,681 to Strul et al. (column 7, lines 47-62) for example). 

4. Claims 6 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent No. 6,398,755 to Belef et al. in view of U.S. Patent No. 5,921 ,956 to 
Grinberg et al. 

With respect to claim 6, Belef teaches an interventional catheter assembly 
comprising an operating head coupled to a drive shaft and a drive assembly for rotation; 
a catheter system forming a lumen mounted for axial translation at a proximal end with 
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a control pod and communicating at a distal end with the operating head as described 
above. 

Belef fails to teach a torque selection feature. 

Grinberg teaches a catheter assembly with a torque selection controlled by a 
control unit (114). It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to modify the catheter assembly of Belef with the 
adjustable torque of Grinberg so that the surgeon has control over the catheter 
assembly (column 7, lines 49-62). 

5. Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No. 6,398,755 to Belef et al. 

With respect to independent claim 1, Belef teaches an interventional catheter 
assembly (4) comprising: an operating head (32) coupled to a drive shaft and a drive 
assembly (22) for rotation and a catheter system forming a sealed lumen mounted for 
axial translation at a proximal end with a control pod (6) and communicating at a distal 
end with the operating head; and a control pod housing operational components for 
selectably rotating the operating head, wherein the control pod houses a drive motor 
operably coupled to the drive shaft and the drive motor is coupled to an actuator 
operable communication with the drive system, and wherein the actuator incorporates a 
switch that activates the drive system (column 4, line 35 to column 5, line 9). 

Belef discloses the claimed invention except for teaching that the actuator is 
mounted on the catheter system distally to the control pod. It would have been obvious 



Application/Control Number: 10/798,621 Page 5 

Art Unit: 3763 

to one having ordinary skill in the art at the time the invention was made to place the 
actuating switch distally of the control pod, since it has been held that rearranging parts 
of an invention involves only routine skill in the art. In re Japikse, 86 USPQ 70. 

6. Claim 56 is rejected under 35 U.S.C. 103(a) as being unpatentable over U.S. 
Patent No. 6,398,755 to Belef et al. in view of U.S. Patent No. 5,584,843 to Wulfman et 
al. 

Belef teaches an interventional catheter assembly as described above, but fails 
to teach a guidewire brake. 

Wulfman teaches an interventional catheter assembly with a guidewire brake 
(column 5, line 18). It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to modify the catheter assembly of Belef with the 
guidewire brake of Wulfman to control the movement of the guidwire (column 5, lines 
14-19). 

7. Claims 2, 3, 4, 5, 9,10,16,17,1 9, 24, 27, 28, 29, 32, and 58-65 are rejected 
under 35 U.S.C. 103(a) as being unpatentable over U.S. Patent No. 6,398,755 to Belef 
et al. in view of U.S. Patent No. 5,921 ,956 to Grinberg et al., US 2002/0007190 to 
Wulfman et al., U.S. Patent No. 6,565,588 to Clement et al., and U.S. Patent No. 
5,584,843 to Wulfman et al; and U.S. Patent No. 5,540,681 to Strul et al. 
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Independent claims 1,6, 18 and 56 are made obvious by the prior art cited 
above. The features found in dependent claims 2, 3, 4, 5, 9, 10, 16, 17, 19, 24, 27, 28, 
29, 32, and 58-65 are also taught or made obvious by the cited references. 

Response to Arguments 

8. Applicant's arguments filed 1 1/25/2008 have been fully considered but they are 
not persuasive. 

9. The Applicant argues that Belef, Wulfman and Clement fail to teach control 
circuitry to inactivate power when the current level is too high. The Examiner finds this 
limitation to be within the level of ordinary skill in the art, and is a well known safety 
feature. 

1 0. With respect to claim 18, the Applicant argues only the arrangement of 
components of the operating system of the catheter. Again, the examiner finds that 
rearranging parts of the invention of Belef to be within the level of ordinary skill in the 
art. 

Conclusion 

1 1 . THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Aarti Bhatia whose telephone number is (571) 270- 
5033. The examiner can normally be reached on Monday-Thursday 8:00am - 6:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on (571) 272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is (571) 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at (866) 217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call (800) 786-9199 (IN USA OR CANADA) or (571) 272-1000. 
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Examiner, Art Unit 3763 
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Supervisory Patent Examiner, Art Unit 3763 



